From: Timperi, Ralph (DPH) 

Sent: Monday, March 28, 2005 10:50 AM 

To: George, Harvey (DPH); DiNatale, Margaret (DPH); Tisei, Nancy (DPH); Caloggero, Dina 

(DPH) 

Cc: Belanger, Peter (DPH); Borne, Alan (DPH); Elvin, Paul (DPH); Fontana, John (DPH); 

Gauthier, Cheryl (DPH); Grazioplene, Mariah (DPH); Han, Linda (DPH); Konomi, 
Raimond (DPH); Massif, Julianne (DPH); Nawn, Kathleen (DPH); Peppe, Joseph (DPH); 
Pribeck, Kristen (DPH); Salemi, Charles (DPH); Sloutsky, Alex (DPH); Smole, Sandra 
(DPH); Werner, Barbara (DPH) 

Subject: FW: [aphl-sid] CMS/CLIA Issues Utah Response 


FYI, on recent CLIA inspections. R 


Ralph Timperi, MPH 
Director, State Laboratory Institute 
Assistant Commissioner, MDPH 
617-983-6201 (direct) 

617-983-6927 (fax) 

617-839-2355 (mobile) 
ralph.timperi@state.ma.us 

Executive Assistant 

Kristen Pribeck, kristen.pribeck@state.ma.us 
617-983-6212 

This message is intended only for the designated recipients. It may contain information that is confidential or proprietary, 
and may be subject to other confidentiality protections. If you are not a designated recipient, you may not review, copy 
or distribute this message or its contents. If you receive this message in error, please notify the sender by return e-mail 
and delete this message. Thank you. 

-Original Message- 

From: Barbara Jepson fmailto:biepson@utah.Qov1 

Sent: Monday, March 28, 2005 10:03 AM 

To: State Laboratory Directors' List 

Subject: Re: [aphl-sid] CMS/CLIA Issues Utah Response 

Paul & others, 

Utah just went through a very rigourous CLIA inspection and have been laboriously revamping our QA 
and QC systems and processes to be in total compliance. In fairness to CMS and our inspector, we were 
warned that this would be a rigourous inspection. Our lab looked upon it as a chance to improve 
process. After our inspection we were pretty disheartened. We thought we had a fairly good process in 
place. Not a perfect system, granted. When we got our deficiency report back it seemed like we hadn't 
done anything right. It was a big blow. To the credit of our inspector and with our lab's own CLIA 
personnel, we all sat down and talked about what the write-up of deficiencies actually meant. 

The reporting process for CMS-CLIA leaves a lot to be desired but our interaction with our inspector was 
the most important part. She explained what everything meant and that we weren't total failures. She 
explained how she had seen tremendous improvement in our lab over the prior four years. The end 
result-our staff worked extremely hard to correct our deficiencies. Careful communication with our 
inspector and a willingness on the part of our staff to see the processes that could be improved has 
resulted in better quality work and processes for our lab. 
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Does the CLIA inspection process need to be improved-Yes. 

Most inspectors are doing the best they can in a very bureaucratic organization. Utah, part of Region 
VIII, is lucky to have the inspector we have. I have had some pretty difficult personalities that come 
with some inspectors (our Select Agent inspectors, for one. That's why Dr.Brokopp went back to CDC to 
try and help fix the system. Utah's experience with their SAP inspectors was the worst possible 
inspection ever). 

Thanks to APHL and laboratory colleagues for efforts to improve these burdensome inspection 
processes. 

Barb 

Barbara R.Jepson, MPA, MT(ASCP) 

Acting Laboratory Director 

Utah Department of Health Laboratory 

46 N. Medical Dr. 

Salt Lake City, DT 84113-1105 
phone (801) 584-8595 
cell phone (801) 550-5162 
fax (801) 584-8486 
bieDson@utah.Qov 


>>> PKimsev@dhs.ca.QOv 3/25/2005 1:51:07 PM >>> 


Dear Colleague State Public Health Laboratory Directors: 

I am writing to ask for information; the APHL board has learned of a number of unsettling interactions 
with CMS/CLIA over the past few months and we are in the process of setting up an executive 
committee call to discuss the issue(s). 

I am looking for useful examples to express our concerns. What would be helpful are short factual 
statements regarding attitudes of inspectors, historically unusual citations or significant expenses 
incurred to come into compliance. Please send your comments to me by email ASAP; staff will work 
with me to consolidate the information in advance of our call with CLIA. 

Please email me at pkimsev@dhs.ca.qov and please also copy the Washington office, 
sbecker@aphl.orq 

Many thanks-and have a fine holiday weekend in your neck of the woods. 

Paul 


You are currently subscribed to aphl-sid as: unknown Imsubst tag argument:" 
To unsubscribe send a blank email to leave-aphl-sld-2377477M@lists.aphl.orq 

You are currently subscribed to aphl-sid as: unknown Imsubst tag argument:" 
To unsubscribe send a blank email to leave-aphl-sld-84263G@lists.aphl.orq 
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